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About Data
Standards

e Clinical Trial : CDISC statndards
( CDASH/ODM/SDTM/ADaM --- et.
Al)

« Sentinel -> PCORInet (HTA) :
Common Data Model (CDM)

Not only CDISC standard, we also have

to investigate other standards. ( e.g.
Clinical Innovation Network )

http://www.pcornet.org/pcornet-common-
data-model/



Model of Clinical Research

m Store/Data Mgt. Analysis/Reports
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Clinical Research and CDISC standards

m Store/Data Mgt. Analysis/Reports

CDASH

AR R QY

SDTM
PMDA guidance

From
Hospital Information System
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Motivation

« SDTM/ADaM %, MABAEI - N T E7-(PMDA,J3C)
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From EMR & HIPPA (2017/1)

e http://www.emrandhipaa.co
m/katherine/2017/01/23/a
mia-asks-nih-to-push-for-
research-data-sharing/

“‘For example, look at this project at
Vanderbilt University Medical Center
which collects and manages
translational and clinical research data

via an intertace with Its EMIR system.

At Vanderbilt, research data collection
is integrated with clinical EMR use.
Doctors there use a module within th
research platform (known as RE_DCap%
to collect data for prospective clinical
studies. Once they get their research
project approved, clinicians use
menus to map health record data
fields to REDCap. Then, REDCap
automatically retrieves health record
data for selected patients.”


https://news.vanderbilt.edu/2016/01/27/effort-seeks-to-integrate-clinical-research-data-systems/

Method *EDCaP

Research Electronic Data Capture

. JCRAC75\74*E/X 2% L TWLWAREDCap (Ver7.0.3) #FHW\ T,
T—XEEERAEEEEIRET L 7=,

« Data interoperability was examined using REDCap (Ver.
7.0.3) which JCRAC has licensed.




Q{ C:¥Users¥stati¥AppData¥Local¥Temp¥TESTPROJECT_CDISC_ODM_2017-10-12_1416.xml - Notepad++
. JALE REE BES FENV IvI-FM EEL BED Y-M0o) 70 =T TV MUEIEE ¢
FRIOAR - HHR LG sMkPe a2 BE =1 [ EiEhe I BB

[=] TESTPROJECT CDISC_ ODM_2017-10-12_1416:xml E3 |

WML

ZDELa — ) IS
tzo FEREEELIL 15
LT =2 EL
16T (Excel, SAS

My Reports & Ex;
L-#—t5

A All data

E Selected
(L

1 k?xml versicn="1.0" encoding="UTF-8" 2>
2 H<0DM zmlns="http://www.cdisc.org/ns/odm/v1.3" zmlns:ds="http://www.w3.0org/2000/09/xmldsig#" xmlns:xsi="http://www.w3.
3 [H<«ClinicalData Study0ID="Project.TESTPROJECT" MetaDataVersicnOID="Metadata.TESTPROJECT 2017-10-12 1416">
4 [ <SubjectData SubjectKey="1" redcap:ReccrdIdField="record id">
5 [ <FormData FormOID="Form.init" FormRepeatFey="1">
& [ <ItemGroupData ItemGroupCID="init.record id" ItemGroupRepeatKey="1">
7 <ItemData ItemOID="record id" Value="1"/>
8 <ItemData ItemOID="redcap data access group" Value=""/>
9 <ItemData ItemOID="entdat" Value="2016-04-08"/>
10 </ItemGroupData>
11 o <ItemzroupData ItemGroupOID="init.gl" ItemGroupRepeatFKey="1">
12 <ItemData ItemOID="gl" Value=""/>
13 </ItemGroupData>
14 H <ItemzroupData ItemGroupOID="init.g2" ItemGroupRepeatFey="1">
15 <ItemData ItemOID="g2" Value=""/>
le <ItemData ItemOID="name" Value=" k4"
17 <ItemData ItemOID="sex" Valus="0"/>
18 <ItemData ItemOID="birth" Valus="2008-04-21"/>
19 <ItemData ItemOID="age" Valus="8"/>
2 <ItemData ItemOID="biko" Valus=""/>
2 - </ItemcroupData>
22 H <ItemGroupData ItemGroupCID="init.init complete" ItemGroupRepeatFey="1">

»]

<ItemData

§

3

Iy

>

- </FormData>

Iy

I3 3
-

ItemOID="init complete" Value="0"/>

- </ItemsroupData>

<FormData FormOID="Form.init" FormRepeatREey="2">
<ItemGroupData ItemGroupOID="init.record id" ItemGroupRepeatKey="1">

2 <ItemData ItemOID="record id" Valueﬁﬁl"/>
2 <ItemData ItemOID="redcap data access group" Value=""/>
30 <ItemData ItemOID="entdat" Value="2017-03-01"/>
31 - </ItemGroupData>
2 o <ItemGroupData ItemCroupOID="init.gql" ItemGroupRepeatRey="1">
33 <ItemData ItemOID="gl" Valus="2"/>
34 : </ItemsroupData>
35 o <ItemGroupData ItemCroupOID="init.g2" ItemGroupRepeatRey="1">
36 <ItemData ItemOID="g2" Valus="1"/>
37 <ItemData ItemOID="name" Valus=""/>
38 <ItemData ItemOID="sex" Valus=""/>
39 <ItemData ItemOID="birth" Value="1983-03-10"/>
40 <ItemData ItemOID="age" Valus="33"/>
41 <ItemData ItemOID="biko" Value=""/>
42 - </ItemGroupData>

W
w
—{1}

<ItemGroupData ItemGroupOID="init.init complete" ItemGroupRepeatKey="1">

L
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Download:Data and Metadata

[ C¥serséstati¥Deskiop¥TESTPROJECT_2017-10-12_1420REDCap.xml - Notepad ++ - O X
IR BEE BEE =RV IYI-FM EZWL EM Y-LO) ¥/0 =T OTHY oqUEEER 7
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[ TESTPROJECT 2017-10-12_1420 REDGapxml E3 |
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<?xml version="1.0" encoding="UTF-8" 2>
<ODM xmlns="http://www.cdisc.org/ns/odm/v1l.3" zmlns:ds="http://www.w3.org/2000/09/xmldsig#" xmlns:xsi
<Study OID="Project.TESTPROJECT">
C<GlobalVariables>
<StudyName>TEST PROJECT</StudyName>
<StudyDescriptign>This file contains the metadata, events, and data for REDCap project "TEST PROJECT".</StudyDescription>
<ProtocolName>TEST PROJECT</ProtocolName>
<redcap:RecordAuto;umberingEnahled)D(/redcap:RecordAutonumberingEnabled)
<redcap:CustomRecordLabel></redcap:CustomRecordLabel>
<redcap:SecondaryUniqueField></redcap:SecondaryUniqueField>
<redcap:SchedulingEnabled>0</redcap: SchedulingEnabled>
<redcap:Purpose>0</redcap: Purpose>
<redcap:PurposeOther></redcap: PurposeOther>
<redcap:ProjectNotes></redcap: ProjectNotas>
= <redcap:RepeatingInstrumentsAndEvents>
g <redcap:RepeatingInstruments>
<redcap:RepeatingInstrument redcap:
<redcap:RepeatingInstrument redcap:
F </redcap:RepeatingInstruments>
r </redcap:RepeatingInstrumentsAndEvents>
r</GlobalVariables>
H<MetaDataVersion OID="Metadata.TESTPROJECT 2017-10-12_ 1420" Name="TEST PROJECT" redcap:RecordIdfield="record id">
g <FormDef OID="Form.init" Name="init" Repeating="Neo" redcap:FormName="init">
<ItemGroupRef ItemGroupOI 'init.record id" Mandatory="No"/>
<ItemGroupRef ItemGroupOI init.gl" Mandator "No" />

"http://www.w3.0rg/2001/XMLSchema-instance"” zmlns:redcap

1
3
4
]

JueEventName="event 1 arm 1" redc RepeatInstrument="init" redcap:CustomLabel=""/>
ueEventName="event 1 arm 1" redcap:RepeatInstrument="adolescent questionnaire self reported" re

:CustomLabel=""

26 <ItemGroupRef ItemGroupol 'init.g2" Mandatory="No"/>
27 <ItemGroupRef ItemGroupOID="init.init complete" Mandatory="No"/>
2 E </FormDef>
= <FormDef OID="Form.adolescent questionnaire self reported" Name="Adolescent Questionnaire Self Reported" Repeating="No" redc FormName="adolescent questionnaire

<ItemGroupRef ItemGroupol
<ItemGroupRef ItemGroupOID:
<ItemGroupRef ItemGroupOI
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOI
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOID:

'adolescent questionnaire self reported.aogsr podci form name" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr clnicn id" Mandatory="No'"/>
'adolescent gquestionnaire self reported.aogsr lname" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx1" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr_icd9 1" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx2" Mandatory="No"/>
'adolescent gquestionnaire self reported.aogsr_icd9 2" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx3" Mandatory="No"/>
="adolescent guestionnaire self reported.aocgsr_icd9 3" Mandatory="No"/>
'adolescent_questionnaire self reported.aogsr_dx4" Mandatory="No"/>
<ItemGroupRef ItemGroupOl 'adolescent gquestionnaire self reported.aogsr_icd9 4" Mandatory="No"/>
<ItemGroupRef ItemGroupOl 'adolescent_questionnaire_self reported.aogsr_dx5" Mandatory="No"/>
<ItemGroupRef ItemGroupOID="adolescent questionnaire self reported.aogsr icd9 5" Mandatory="No"/>
<ItemGroupRef ItemGroupOID="adolescent questionnaire_self reported.aogsr_dob_ch" Mandatory="No"/>




scenario:  CDISC ODM verification using EDC system (REDCap)
FDC system ( REDCap) = #JFH L T®»CDISC ODM #&REE

-~ Example

o 1. /25 J0MIJLIERL ( Create sample protocol)
e 2. REDCap LICER ( Create “REDCap project” + “sample data” )

——  Check interoperability

e 3.CDISC_ODMI7A I DERK . AT LATOEMEIREE ( Create ODM file/ Import data
based on ODM)

e 4. ODMI7A I DXMLIREEAEATAREE (RY1)>—MERR) ( Check XML files / Create
CSV file from ODM file )




Result #1

e Consistency check of ODM
and CSV

1). ODMECSVIZ7MILDEBSFvY

ODM7T—%

<Study OID="Project. REDCapCDISC2">
<GlobalVariables>
<StudyName>REDCap_CDISC_2</StudyName=

XZ&—XG)EB%JL OD Mii_gﬂé‘%tb‘lﬂ_o
#AdminDataldSEIOEETE. MbEnEEATL

<redcap:ProjectNotes>RREE F & (CHIFBCDISCi#sE </redcap:ProjectNotes>

</GlobalVariables>

<MetaDataVersion QlID="Metadata. REDCapCDISC2_2017-01-13_1104" Name="REDCap_CDISC_2"redcap:RecordIdFi

"record_id"> :

<ClinicalData StudyOID="Project. REDCapCDISC2"MetaDataVersionO|D="Metadata. REDCapCDISC2_2017-01-13_110:

<SubjectData SubjectkKey="001"redcap:RecordldField="record_id">
<FormData FormOID="Form.entry" FormRepeatKey="1">

<ltemGroupData [temGroupOID="entry.record_id" temGroupRepeatKey="1">

<ltemData ItemOID[=”record_id"Value=”001"f>]1+@en%>

<ltemGroupData ItemGroupOID="entry.epoch” ItemGroupRepdatKey="1">

<ltemData ItemOlI Df”epoch”VaIue=”201 7-01-1 SW e

<ltemGroupData ItemGroupOIE)="entry.dsdecod" ltemGroupRepeatKey="1"> CSVT—Q

<ltemData ItemQID =”dsdecod"Value=”cdisc=01 "/ B RENCApCOTSCZ DATA_Z0T7-0] -13.xlsx

<ltemData ltemOID§"dsterm" Value="hosp_a"/> 7 : = ) E £

bty rebordjd |epoch | |dsdbood [dstdrm [brindat  |age

emData [temOID="age" Value= : ;

lomData ltomOID="eor" Values" 15 2Loot 2017/1/13fcdisc 01lbospa [ 1970/1/10] 4
3 002 2017/1/8|cdisc 01 |hospa | 1974/8/14| 4
4 003 2016/12/24|cdisc 12 |hosp k 1951/4/1| 6
5 004 2016/11/29|cdisc 09 |hosp.m | 1958/3/19| ©




2). REDCap TODMZ77 M ILHO\RI A TESHH

Result #7

o RO TIMERRERC. YERLUIZODM _XMLIJ7A )L 2{ERLTIE—
JO0217 MYER A NMMREEZITHOTHIZ.

IIH PR XWREOREE
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2 Elfg O #1 X
3 ANVHEE (BBE&RZEAND) @) X
4 Y-ra (72T-1H) O = X
5 DAGs (fzz@BAN) @) X

ODM_XMLI7A ). SIISTYERENTZ 7 IUDIE S kEsE LR ofe, UTFBICE IR T 2 EN D5,

1 BT —D)EIN R BRI RENRY (BEENNE)
2 A OETERRERBENZ) (BEEN nE)

CRFYP I NFT (B BELLA Vih— N TEBN, hAAVA ZiEen s EL TWAIES
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ODM_E(FIFU TCORBWBIRCTHD., IE—UREICHERNRE,



(aenerate data

Using Schema

N
P4 iF — | L/ — 7— &
-
]( xml version="1.0" encoding="utf-8"?>
<1-- ItemDatal)/BEOTXTI SIS —b . Last updated: 2017-01-19 S.Matsuya -->
<1-- oD BRIERE BOTHC TN BRZERCLEOTEIBEES S, -
<xsl:stylesheet xm ="http://www.w3.0rq/1999/XSL/Transform"
1.0"
=] ="http://www.cdisc.orqg/ns/odm/vl.3">
<1-- csvERESF ourputencoding(d shife-g1stiliihé .
<xsl:output method="text" ",
<l-- <xsl: method="text" encoding="utf-8"/> -->
<1-- BRBCIEIIE 50 NIBENG . xparn® (EHE, ——>
F] <xslitemplate match="/">
<xsl:apply-templates select="//odm:SubjectData"/>
</xsl:template>
<xsl:template match="odm:SubjectData"> S -~ s out - Excel
<tem N IBLTBHADMIE, 1717 0 > @ v
<xsl:choose> SyF v A R=Z LA7PIb T4 Eitics| f-od Mp
<xsl:when test="ESubjectKey='001""> MS PIoab . - [L ‘-.
= <xsl:for-each select="odm:FormData/odm:ItemGroupData/odm:ItemData"> Sl t! . =t (% U
J] <xs8l:value-of select="EItemOID"/><xsl:text>,</xsl:text> ﬁ 11 - A A l_ Q _—‘
= <xsl:if test="@ItemOID="report_complete'"><xsl:text> TET WERK =R T ~ 4l aF- EEhit tIDERD 8B EF -
F</xsl:text> - - - ]
F </xsl:if> —= - = 4F, -
L </xsl:for-each> TET JAvb FhE wRE BEx
- </xsl:when> )
r </xsl:choose> Al - record,_id
<1-- 7 -RCIBRTEEBHOMIG. -->
= <xsl:for-each select="odm:FormData/odm:ItemGroupData/odm:ItemData"> A 8 - ! ] K - M N
E <xsl:value-of select="EValue"/><xsl:text>,</xslitext> 1 |record id .lentryday site_id  site_name born entage sex age mail weight height bmi  tekikaku 1 tekikaku,
= <xsliif test="@ItemOID='report complete'"><xslitext> 2 1 2016/12/16 NCGM JCRAC 1989/2/13 27 2 1 ion@jcrac.ac 40 154 168 2
7““‘51:2:"‘;_ o 3 2 2016/12/186 1 NCGM 2000/1 /1 2 2 60 150 267 1
[ c/mslitorocachs 4 3 2016/11/2 1 NCGM 1903/12/1 22 1 1 metam@nogm.jp 80 170 277 1
</xsl:template> 5 4 2016/12/16 1 NCGM 1980/12/21 35 2 1 60 173 20 1
L</xsl:stylesheet> 6 5 2016/9/27 1 NCGM 1008/6/6 2 1 ocdisc@orgjp 60 170 208 1
7 G 2016/8/1 b 1 X O el 1897/12/24 2 3 80 167 287 1
2 DO = 1987/12/21 11 90 180 278 1
3 600809 1936/2/5 1 4 60 170 208 1
reate a Style sneet and conver e ALBOU=H 1960/3/3 1 2 abodyahoo.ne jo B0 172 27 :
99009 1950/7/8 2 3 asa@docomo.jp 58 151 254 1
= —wh 1952/12/4 1 3 bbb@mail.ru 70 160 273 1
O D I\/l f| | e to ‘ SV 1980/8/8 2 1 asa@gzcom 74 173 247 2
2000/12/6 1 1 KA 173 237 2
0 1899/3/2 1 1 ww@gggcom 85 1656 312 1
eX u S I n m SXS I exe 1959./2/11 2 2 uuu@ddd.com 69 171 236 2
[ ] [ | 1964/6/16 52 2 2 ooo@jjcom 65 158 26 1
i ) ) 1958/4/6 58 2 2 asaa@yahoo.co.jp 60 154 253 1
1o 18 2016/12/22 222 SBSEE®® 1981/11/9 B 1 SRS 60 168 213 2
20 18 2016/12/22 1010 SO SW® 1991/9/8 25 2 1 0eessee 56 169 196 2




Result (summary)
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Result (summary)
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Result (summary)
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notice

« REDCapZzFBUIEH., LKDOHhDIEHR(E. AR EFUVESEEITEENTT
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« REDCap®CDISC ODM (4. Version 1.3.1 #&8BU T, T -0

Hx17oT318. SAS Ver9.4 IRETHIAITBIRIC(ZE. Clinical
Standards toolkit 1.7 A ETHACENELEFLLY,
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« K.Yamamoto et al. , J
Biomed Inform. 70:65-76
2017
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Advanced

Er.

Format: Abstract =

J Biomed Inform. 2017 Jun;70:65-76. doi: 10.1016/.jbi.2017.05.003. Epub 2017 May 6.

A pragmatic method for transforming clinical research data
the research electronic data capture "REDCap" to Clinical C
Interchange Standards Consortium (CDISC) Study Data
Tabulation Model (SDTM): Development and evaluation of
REDCap2SDTM.

Yamamoto K1, Ota K2, Akiya I3, Shintani A%,

i+ Author information

Abstract
The Clinical Data Interchange Standards Consortium (CDISC) Study Data Tabulation |

(SDTM) can be used for new drug application studies as well as secondarily for creatir
clinical research data warehouse to leverage clinical research study data across studie
conducted within the same disease area. However, currently not all clinical research u
Clinical Data Acquisition Standards Harmonization (CDASH) beginning in the set-up p
the study. Once already initiated, clinical studies that have not utilized CDASH are diffi
map in the SDTM format. In addition, most electronic data capture (EDC) systems are
equipped to export data in SDTM format; therefore, in many cases, statistical software
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Whats Next

Information

LS R G

system

CDISC
Inter-
operability
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